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(10)(i) The Director and Deputy Di-
rectors, Center for Devices and Radio-
logical Health (CDRH).

(ii) The Associate Director and Dep-
uty Associate Director for Manage-
ment and Systems, CDRH.

(iii) The Director and Deputy Direc-
tor, Office of Compliance, CDRH.

(iv) For medical devices assigned to
their respective divisions, the Division
Directors, Office of Compliance, CDRH.

(v) Freedom of Information Officers,
CDRH.

(11)(i) The Director and Deputy Di-
rectors, Center for Veterinary Medicine
(CVM).

(ii) The Director and Deputy Direc-
tor, Office of Management, CVM.

(iii) The Director and Deputy Direc-
tor, Office of Surveillance and Compli-
ance, CVM.

(iv) The Director, Division of Compli-
ance, Office of Surveillance and Com-
pliance, CVM.

(v) The Chief, Case Guidance Branch,
Division of Compliance, Office of Sur-
veillance and Compliance, CVM.

(12)(i) The Director and Deputy Di-
rector, National Center for Toxi-
cological Research (NCTR).

(ii) The Director, Office of Research
Support, NCTR.

(13)(i) The Director, Deputy Center
Director for Review Management, and
Deputy Center Director for Pharma-
ceutical Science, Center for Drug Eval-
uation and Research (CDER).

(ii) The Director and Deputy Direc-
tor, Office of Management, CDER.

(iii) The Director and Deputy Direc-
tor, Office of Compliance, CDER.

(iv) The Directors of the Offices of
Drug Evaluation I, II, III, IV, and V,
and the Director and Deputy Director
of the Office of Epidemiology and Bio-
statistics, Office of Review Manage-
ment, CDER.

(v) The Directors and Deputy Direc-
tors of the Offices of Testing and Re-
search, Generic Drugs, New Drug
Chemistry, and Clinical Pharmacology
and Biopharmaceutics, Office of Phar-
maceutical Science, CDER.

(vi) The Chief, Freedom of Informa-
tion Staff, Office of Training and Com-
munications, CDER.

(vii) The Directors of the Divisions of
Labeling and Nonprescription Drug
Compliance, Prescription Drug Compli-

ance and Surveillance, and Manufac-
turing and Product Quality, Office of
Compliance, CDER.

(viii) The Director and Deputy Direc-
tor, Division of Bioequivalence, Office
of Generic Drugs, Office of Pharma-
ceutical Science, CDER.

(14)(i) Regional Food and Drug Direc-
tors.

(ii) District Directors.
(iii) The Director, St. Louis Branch.
(iv) The Director, New York Labora-

tory Division, Northeast Region.
(v) The Director, Southeast Regional

Laboratory, Southeast Region.
(vi) The Director, National Forensic

Chemistry Center.
(b) The following officials are author-

ized to cause the seal of the Depart-
ment to be affixed to agreements,
awards, citations, diplomas, and simi-
lar documents:

(1) Deputy Commissioners.
(2) The Associate and Deputy Associ-

ate Commissioners.
(3) The Director, Office of Human Re-

sources Management, Office of Manage-
ment.

(c) The Chief, Regulations Editorial
Section and his/her alternates, Regula-
tions Policy and Management Staff,
Office of Policy, Office of the Commis-
sioner are authorized to certify true
copies of FEDERAL REGISTER docu-
ments.

[50 FR 4858, Feb. 4, 1985, as amended at 58 FR
17095, Apr. 1, 1993; 60 FR 26826, May 19, 1995;
61 FR 9639, Mar. 11, 1996; 62 FR 2554, Jan. 17,
1997; 62 FR 67270, Dec. 24, 1997]

§ 5.23 Disclosure of official records.

(a) The following officials are author-
ized to make determinations to dis-
close official records and information
under part 20 of this chapter, except
that only the officials listed in para-
graph (a)(1) of this section may disclose
official records and information under
§§ 20.82 and 20.85 of this chapter, and
only officials listed in paragraph (a)(10)
of this section may disclose informa-
tion under § 20.89(c) of this chapter.

(1) Associate and Deputy Associate
Commissioners.

(2)(i) The Director, Office of the Ex-
ecutive Assistant.

(ii) The Director, Executive Secretar-
iat.

VerDate 09<APR>98 05:41 Apr 22, 1998 Jkt 179066 PO 00000 Frm 00030 Fmt 8010 Sfmt 8010 Y:\SGML\179066.TXT 179066-3



35

Food and Drug Administration, HHS § 5.24

(iii) The Director, Program Manage-
ment Staff.

(3) Executive Officer, Office of the
Commissioner.

(4) The Chief, Dockets Management
Branch, Division of Management Sys-
tems and Policy, Office of Management
and Operations.

(5) Program officials at all organiza-
tional levels down to and including
branch level for all Headquarters orga-
nizations.

(6) Regional Food and Drug Directors
and District Directors.

(7) Director, Winchester Engineering
and Analytical Center.

(8) Chiefs of branches Field/District
Offices and Centers.

(9) Freedom of Information Officers
and other employees engaged in Free-
dom of Information activities.

(10)(i) The Associate Commissioner
for Regulatory Affairs, Deputy Associ-
ate Commissioner for Regulatory Af-
fairs, and Director, Office of Enforce-
ment, FDA.

(ii) The Director, Deputy Director,
and Associate Director for Policy Co-
ordination and Public Affairs, Center
for Biologics Evaluation and Research
(CBER), and Director, Division of Con-
gressional and Public Affairs, CBER.

(iii) The Director, Deputy Directors,
and Associate Director for Science and
Medical Affairs, Center for Drug Eval-
uation and Research (CDER).

(iv) The Director and Deputy Direc-
tor for Regulations and Policy, Center
for Devices and Radiological Health
(CDRH).

(v) The Director, Center for Food
Safety and Applied Nutrition (CFSAN),
and Deputy Director for Systems and
Support, CFSAN.

(vi) The Director and Deputy Direc-
tor, Center for Veterinary Medicine
(CVM).

(vii) The Director, Deputy Director,
and Associate Director for Scientific
Coordination, National Center for Tox-
icological Research (NCTR).

(b) The Chief, Product Information
Management Branch, Division of Data-
base Management, Office of Manage-
ment, Center for Drug Evaluation and
Research (CDER), is authorized to sign
affidavits regarding the presence or ab-
sence of records of Registration of
Drug Establishments.

(c) The following officials are author-
ized to sign affidavits regarding the
presence or absence of medical device
establishment registration records:

(1) The Director and Deputy Direc-
tors, Center for Devices and Radiologi-
cal Health (CDRH).

(2) The Director and Deputy Director,
Office of Compliance, CDRH.

(3) The Director and Deputy, Division
of Program Operations, Office of Com-
pliance, CDRH.

(4) The Chief, Information Processing
and Automation Branch, Division of
Program Operations, Office of Compli-
ance, CDRH.

(d) The Chief of the Records Section
of the Administrative Services Branch,
Division of Management Services, Of-
fice of Management and Operations, is
authorized to sign affidavits regarding
the presence or absence of records in
the files of that section.

(e) The Director and Deputy Direc-
tor, Division of Product Certification,
Office of Biological Product Review,
Center for Biologics Evaluation and
Research, are authorized to sign affida-
vits regarding the presence or absence
of records of registration of blood prod-
uct establishments.

[43 FR 29286, July 7, 1978, as amended at 48
FR 56946, Dec. 27, 1983; 49 FR 14932, Apr. 16,
1984; 50 FR 4859, Feb. 4, 1985; 51 FR 11428, Apr.
3, 1986; 54 FR 8315, Feb. 28, 1989; 55 FR 47053,
Nov. 9, 1990; 57 FR 40318, Sept. 3, 1992; 59 FR
37419, July 22, 1994; 62 FR 2554, Jan. 17, 1997;
62 FR 67270, Dec. 24, 1997]

§ 5.24 Authority relating to technology
transfer.

(a) The Associate Commissioner for
Regulatory Affairs is authorized to per-
form the functions of the Commis-
sioner of Food and Drugs as requested
by the Commissioner regarding the au-
thority to disapprove or require modi-
fication of cooperative research and de-
velopment agreements and licensing
agreements and transmit written ex-
planation of such approval or dis-
approval to the head of the laboratory
concerned under sections 11(c)(5) (A)
and (B) of the Stevenson-Wydler Tech-
nology Innovation Act of 1980 (the Act)
(15 U.S.C. 3710a(c)(5) (A) and (B)), as
amended.

(b) The following officials are author-
ized to perform the functions of the
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